FLORIDA DEPARTMENT OF HEALTH (DOH)

ENVIRONMENTAL LABORATORY CERTIFICATION PROGRAM (ELCP)

1217 Pearl Street, Jacksonville, Florida  32202

NELAP Assessment Confidentiality Notice
During the course of the NELAP assessment, an assessor may request to take possession of a document or other information that may be considered Confidential Business Information (CBI) by your laboratory.  If you or any member of the laboratory's staff wishes to declare that information as CBI, you have the right to do so before that document is released to the assessor. You also have the right to declare the information as CBI at a later date, but neither the State of Florida nor the DOH ELCP can be held responsible for the release of that information before receiving notice.

Only information that affects a laboratory’s business advantage can be declared CBI.  The laboratory has the right to remove references to client identity from information requested by assessors without declaring the information as CBI. 

An assessor shall not make a determination as to whether the information is CBI, but shall immediately inform the lead assessor.  Only the lead assessor shall view or take possession of the document.  If the document or a copy of the document is to be taken into the possession of the lead assessor, the lead assessor shall take custody and shall use all proper procedure and safeguards to maintain confidentiality of the document until it is delivered to the DOH ELCP Program Administrator.

If the information is not to be taken into the lead assessor’s custody for removal from the laboratory, the laboratory has the right to either allow the lead assessor to view the information, to withdraw the request for certification, or to relinquish current certification for the area affected.  After viewing the information, the lead assessor shall make note of his/her findings on the appropriate NELAC checklist.  The laboratory has the right to view the findings recorded on the checklist page(s).  The laboratory has the right to declare the notes as CBI, in which case the checklist page(s) will be treated as CBI.

Certain actions are required of the responsible laboratory official when claiming information as business confidential.  The laboratory representative must place on (or attach to) the information at the time it is submitted to the assessor, a cover sheet, stamped or typed legend, or other suitable form of notice, employing language such as “trade secret”, “proprietary” or “company confidential”.  Allegedly confidential portions of otherwise non-confidential information should be clearly identified by the business and may be submitted separately to facilitate identification and handling by the assessor.  CBI may be purged of references to client identity by the responsible laboratory official at the time of removal from the laboratory.   However, sample identifiers may not be obscured from the information.

If the laboratory wishes to exercise its right to withdraw its request for certification or to relinquish certification of the affected area, the notes and the laboratory report shall only state that the request for certification has been withdrawn or the current certification has been voluntarily relinquished with no other explanation.

Except as required by Florida Public Records laws, the ELCP shall not release information for which a claim for CBI has been made to any other person, business, or government agency until it has evaluated the claim for CBI and informed the laboratory of a decision regarding the claim.  If the laboratory does not agree with the decision, the laboratory shall have 21 days before a final decision is made in which to provide additional justification of your claim, remove your claim, resolve the issue in a manner that is agreeable to your laboratory and DOH ELCP, engage legal assistance, appeal the action to NELAP, withdraw your request for certification of the affected area, or relinquish you current certification for that area.  If a final decision is made to deny the claim, NELAP shall release the information only after informing your laboratory of that decision.

__________________________________________________



_____________________

Lead Assessor









Date

FLORIDA DEPARTMENT OF HEALTH

ENVIRONMENTAL LABORATORY CERTIFICATION PROGRAM

ON-SITE LABORATORY ASSESSMENT

ASSESSMENT APPRAISAL FORM  (4 PAGES TOTAL)

LABORATORY:  _____________________________________________________________________________

Physical Address:  ____________________________________________________________________________



  ____________________________________________________________________________

Mailing Address:  ____________________________________________________________________________

   (if different from above)



  ____________________________________________________________________________

Telephone Number:  ___________________
Facsimile Number:  _____________________

E-mail address:  _________________________________________________________________

ASSESSED BY:

(Name)




(Affiliation)



______________________________
_________________________________



______________________________
_________________________________



______________________________
_________________________________

ASSESSMENT DATES:  __________________________________________________

GENERAL INSTRUCTIONS:  Please take a few moments to provide this valuable feedback on the NELAP assessment of your laboratory.  This information will be used to improve our service to you through closer adherence to the NELAC standards.

Before each item is a blank line and a NELAC Standard citation in bold numerals.

Place a check mark  ( ( ) in the blank if the on-site laboratory assessors met the NELAC Standard 

referenced.  Place an X-mark ( X ) in the blank if the Standard was not met.

Mark "N/A" in the blank if the NELAC Standard is not applicable to the laboratory, either because of the nature of its business mission, because of the analytical tests it performs, or because of the purpose of this particular on-site assessment.


Please mail copies of the completed response forms to:



Stephen A. Arms, Program Administrator



FL Dept. of Health, Bureau of Laboratories



P.O. Box 210



Jacksonville, FL 32231

____
3.5.1

Did the assessors use this on-site laboratory assessment to determine to what extent the laboratory's operations meet the NELAC Standards?

____
3.5.2

Was an opening conference conducted at the beginning of the on-site assessment?



Did the opening conference address the following topics:

____
3.5.2(a)

the purpose of the on-site laboratory assessment

____
3.5.2(b)

identification of the assessment team members

____
3.5.2(c)

the tests and primary areas that will be examined during the assessment

____
3.5.2(d)

the pertinent records and operating procedures to be examined, plus the names of laboratory individuals responsible for providing the necessary documentation

____
3.5.2(e)

roles and responsibilities of key managers and staff in the laboratory

____
3.5.2(f)

procedures related to Confidential Business Information

____
3.4.5

written notice to the laboratory that informs laboratory officials of their right to claim any portion of information requested during the assessment as Confidential Business Information

____
3.5.2(g)

any special safety procedures that the laboratory thinks is necessary for the protection of the assessment team while in certain parts of the laboratory facility

____
3.5.2(h)

the standards that will be used to judge the adequacy of the laboratory operation

____
3.5.2(i)

the tentative time for the exit conference

____
3.5.2(j)

presentation of this assessment appraisal form to the responsible laboratory official

____
3.5.2(k)

discussion of any questions the laboratory may have about the accreditation process



Did the assessment include assessor examination of the following records as required by NELAC Chapter 5, Quality Systems:

____
3.5.3

laboratory management structure and chains of responsibility

____
3.5.3

qualification statements of all key staff involved in analysis or reporting of results for which accreditation has been requested

____
3.5.3

quality manual for the laboratory

____
3.5.3

standard operating procedures and methodologies for each parameter for which accreditation is sought or maintained

____
3.5.3

maintenance and calibration records of laboratory equipment and instrumentation

____
3.5.3

procedures for the make-up and calibration of stock solutions and standard reagents

____
3.5.3

origins, purities, assays, and expiration dates of primary standards, analytical reagents, and standard reference materials

____
3.5.3

records associated with method-specific QA/QC requirements

____
3.5.3

specific records associated with initial method validation studies in the laboratory, which are examined in conjunction with the historical calibration data

____
3.5.3

records associated with methods used to estimate precision and accuracy for specific analytes

____
3.5.3

records of internal audits conducted or corrective actions taken by the laboratory

____
3.5.3

sample receipt and handling documentation

____
3.5.3

proficiency test sample receipt and handling procedures

____
3.5.3

information about proficiency test sample providers

____
3.5.3

documentation of the laboratory's annual and/or on-going management review

____
3.6.2

Did the on-site laboratory assessors perform a thorough assessment of the records for each of the tests for which accreditation has been requested?

____
3.6.3

Did the assessors use standardized checklists during the on-site laboratory assessment?



Did the on-site laboratory assessors evaluate and appraise each of the following areas:

____
3.6.1(a)

organization and management of the laboratory

____
3.6.1(b)

quality system - establishment, assessments, essential quality controls and data verification

____
3.6.1(c)

qualifications and experience of laboratory personnel

____
3.6.1(d)

physical facilities - accommodation and environment

____
3.6.1(e)

inventory, condition, and performance of laboratory instrumentation, equipment and reference materials

____
3.6.1(f)

measurement traceability and calibration

____
3.6.1(g)

test methods and standard operating procedures

____
3.6.1(h)

sample handling and receipt, sample acceptance policy 

____
3.6.1(i)

records

____
3.6.1(j)

laboratory report format and contents

____
3.6.1(k)

subcontracting of analytical samples

____
3.6.1(l)

outside support services and supplies

____
3.6.1(m)
complaints

____
3.6.1

Did the assessors evaluate each of the above areas against the standards detailed in NELAC Chapter 5, Quality Systems, NELAC Chapter 2, Proficiency Testing and Chapter 4, Accreditation Process of the NELAC Standards and against the appropriate method references?

____
3.7.2

Did the laboratory receive a final site visit report that describes the adequacy of the laboratory as it relates to the assessment standards?

____
3.4.5

Did the lead assessor take and maintain custody of all claimed Confidential Business Information before leaving the laboratory?

____
3.5.5

Did the assessment team meet with laboratory representatives following the assessment for an informal debriefing and discussion of findings?

____
3.7.2

If the assessment findings identified any deficiencies, are the deficiencies documented in the assessment report to the laboratory?

____
3.5.5

Are any laboratory disagreements with the assessment team's findings during the debriefing documented in the assessment report?

____
3.6.2

Did the assessment team use specific documentation in its reporting of deficiencies?

____
3.7.2

Are the assessment findings (deficiencies) and requirements in the report referenced to the NELAC Standards so that both the finding (deficiency) is understood and the specific requirement is outlined?

____
4.1.3(a)

Was the assessment report to the laboratory presented within 30 calendar days of the on-site assessment?

COMMENTS:

FLORIDA ENVIRONMENTAL LABORATORY CERTIFICATION PROGRAM

Opening Conference Checklist
Time Opening Conference began: __________________ Time Opening Conference Ended: ___________
	Laboratory:


	Date: 

	Certification ID: 

	Lead Assessor:

	Attendance at Opening Conference:


	


	
	3.5.2(b)
	Identify assessment team members and present credentials (DOH ID badge and/or business cards).

	
	3.5.2(a)
	State the purpose of the on-site laboratory assessment.

	
	3.5.2(c)
	List the tests and primary areas that will be examined during the assessment.

	
	3.5.2(d)
	Identify the pertinent records and operating procedures to be examined, plus the names of laboratory individuals responsible for providing the necessary documentation.

	
	3.5.2(e)
	Identify roles and responsibilities of key managers and staff in the laboratory.

	
	3.5.2(f)
	Describe procedures related to Confidential Business Information and present the responsible laboratory official with NELAP Assessment Confidentiality Notice.

	
	3.4.5
	Inform laboratory officials of their right to claim any portion of information requested during the assessment as Confidential Business Information.

	
	3.5.2(g)
	Identify any special safety procedures that the laboratory thinks is necessary for the protection of the assessment team while in certain parts of the laboratory facility.

	
	3.5.2(h)
	Identify the standards that will be used to judge the adequacy of the laboratory operation.

Version of NELAC ________________

	
	3.5.2(i)
	Establish a tentative time for the exit conference.

________________

	
	3.5.2(j)
	Present the assessment appraisal form to the responsible laboratory official.

	
	3.5.2(k)
	Discuss any questions the laboratory may have about the certification process.


Notes:

FLORIDA ENVIRONMENTAL LABORATORY CERTIFICATION PROGRAM

Closing Conference (Exit Interview) Checklist
Time Closing Conference began: __________________ Time Closing Conference Ended: ___________
	Laboratory:


	Date:

	Certification ID:

	Lead Assessor

	Attendance at Closing Conference:


	


	
	Draft of report presented? ________________  to: _____________________

	
	The laboratory is reminded that:

1) Any deficiencies discussed or listed in a draft report are preliminary and subject to addition, revision and/or deletion;

2) It should not prepare a formal response until receipt of the final report, but it may start planning its corrective action;

3) A final Assessment Report should be sent within 30 days;

4) If the laboratory receives a new analyte sheet as a result of the assessment, it should be reviewed carefully for errors so that any needed corrections can be addressed.

	
	Positive aspects of the On-Site Assessment discussed?
	

	
	Deficiencies itemized and discussed?

	
	Laboratory given suggestions on how some deficiencies can be corrected?

	
	As applicable, inform laboratory of actions DOH ELCP may make as a result of the assessment.  These may include:

1) Requiring additional proficiency testing.

2) Requiring additional documentation to be sent.

3) Denying, revoking, or suspending certification of a limited number of analyses.

	
	Inform laboratory of recommendations regarding certification status.

	
	Any disagreement laboratory has with findings (use attachments if necessary):



	
	Other.  List:




